CLAIMS 




1 . (currently amended) A stable fixed dose oral pharmaceutical formulation 
.1 

comprising^! least one anti-infective agent selected from the group consisting of 
betalactams. fluoroquinolones, macrolides, and betalactamase inhibitors as*a-fost* y» /?<i^ 
act4ve-*n§fed*ent andypt least one^n^ said anti-infective 



agent but useful in preventing or minimizing adverse effects of said anti-infective 
agen^ asr-a-seeegrd^ said ant i inf e ct i v e ag e nt causing s i gn i ficant ^ //> 



adv e rs e e ff e cts wh i ch can b e pr e v e nt e d or m i nim i z e d bv sa i d microoraoniomX-te-Sir/V^S 
one of the-fiTStarrehsee^ a protective 

a) &JL M . ^^^^^ - ' *r*iS 

barrier around the / satel-aUeast^Re-Qf4heJista^ i t&/f ^ 

1 4 




cti v e jn gra d i e nts-fer emg contained in a single 



pharmaceutical formulation selected from the group consisting of a powder; a tablet 
and a capsule, wherein said powder, tablet, or capsule contains both said anti- 
infective agent and said microorganism, the protective barrier protecting the 
-suss^&kte microorganism from tb^effecj£of the anti-infective agent to maintain the 
s uocop ti b l e microorganism in a viable form for a period of at least three months. 

2. (original) The formulation of claim 1 wherein said anti-infective agent is 
selected from the group consisting of Ampicillin, Amoxycillin, Cloxacillin, Clavulanic 
acid, Sultamicin, Cefuroxime axetil, Cefadroxyl, Cephalexin, Cefixime, Erythromycin, 
Ciprofloxacin, and combinations thereof. 

3. (previously amended) The formulation of claim 2 wherein said 




microorganism is selected from the group consisting olLactobacillus acidophilus,) 
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Lactobacillus spores, Lactobacillus lactis, Streptococcus thermophilus, Streptococcus 
lactis, Saccromyces cerevisea, Lactobacilli GG, and combinations thereof. 

4. (original) The formulation of claim 1 wherein the ratio of anti-infective agent 
to microorganism is in the range of 2:1 to 25:1. 

5. (original) The formulation of claim 4 wherein the ratio of anti-infective agent 
to microorganism is about 5:1 . 

6. (original) The formulation of claim 1 wherein at least one of the anti- 
infective agent and the microorganism is coated with a physiologically acceptable 
excipient to provide granules of the anti-infective agent or the microorganism. 

7. (original) The formulation of claim 6 wherein both the anti-infective agent 
and the microorganisim are coated with an excipient to provide granules of the anti- 
infective agent and granules of the microorganism. 

8. (original) The formulation of claim 7 wherein the anti-infective agent 
granules and the microorganism granules are formed into a layered tablet such that 
one layer contains the anti-infective agent and the other layer contains the 
microorganism. 

9. (original) The formulation of claim 6 wherein the excipient is ethyl 
cellulose. 

10. (original) The formulation of claim 6 wherein the excipient is a mixture of 
microcrystalline cellulose and starch. 

1 1 . (original) The formulation of claim 6 wherein the excipient is a mixture of 
magnesium stearate, polyplasdone XL and sodium chloride. 
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12. (currently amended) The formulation of claim 1 wherein o fl o ^lh c' fo st* 
and-sc con d act i ve i ngr odi oflt o is formed into a coated tablet, and wherein said coated 
tablet is contained in a capsul^containing the other active ingredient. 

13. (original) The formulation of claim 12 wherein said tablet contains said 
microorganism admixed with physiologically acceptable excipients. 

14. (original) The formulation of claim 1 wherein the coating comprises a 
compound selected from the group consisting of cellulose acetate phthalate; 
poly(butylmethacrylate, (2-dimethyl aminoethyl) methacrylate, methyl methaacrylate); 
poly(ethyl acrylate, methyl methacrylate); poly(methacrylic acid, methyl 
methacrylate); poly(methacrylic acid, ethyl acrylate); poly(ethyl acrylate, methyl 
methacrylate, trimethylammonioethyl methacrylate chloride); hydrogenated Castor 

oil; Cetyl alcohol; diethyl phthalate; ethyl cellulose; hydroxypropyl cellulose; a 
hydroxypropyl methylcellulose phthalate; and zein. ^ (/ tij$n 

15. (^urrently amended) A stable fixed dose oral pharmaceutical jp^t ^fi^rr * 
comprising^: least^onej^ 




one^microorganislrr^u§Ceptiblejto said anti -infective ag entias-a-seeon d a ct i v e 

^g^^^ f>\4\/*ek£ 

HwedieRUe ach o^ th o^f i rot a ctive ia g fedjeftkand an excipient refrofrq a first disef-ete -. 
region erf the tablet and the-sedef^d-aetive i ngr e d ie nts mgjadgntand an excipient L jy }f 
fpmwig a second cHsefete^part region of the tablet such that t^first^nd-secorfd* ^ 



aetij«e4Rgre#ieftts are physically separated in the tablet" by a coating? an4 the tab l et 
i noludos a first region is substantially'ffee^of toe-see^€^^ive4ft§fed4eRt and a the 
second region is substantially free of l+re^firsts^feGHep^jthe tablet mati^taimg* the 
-saseefgfifcte microorganism in a viable form for a period of at least three months.. 



9 3 the 
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of claim 1 5 wherein the first region and J ^ 



16. (currently amended) The table^oT ciaim id wnerein tne Tirst region 
the second region are layers of the tablet , at l oast ono of tho l ayers compr i sing a 
coat i ng to prov i d e a prot e ct i v e barr ie r around tho act i ve i ngred i ent i n sa i d at l oast ono 
l ay e r, the protect i v e barr i er prot e ct i ng tho susceptible m i croorganism from tho offoct 
of th e ant i inf e ctiv e ag e nt . 

Claim 17 (canceled). 



firs t- a < 



18. (currently amended) Tl^e tablet of claim 1 5 wherein at least one of the— 
' and me-^eeeftd-aGfave-41^^ with an excipient to 



provide granules of at least one of the ^ifeHmet-sferanete ^ 

of t^e -fii^4pd>s^eRdr a6ti\^Rqredients being * 



the granules of said at least one 
compressed separately to form a tablet part 



22. (currently amended) The formu l ation tablet of claim 4 15 wherein said 
anti-infective agent is selected from the group consisting of betalactams, 
fluoroquinolones, macrolides, and beta lactamase inhibitors. 

23. (original) The formulation of claim 1 wherein said anti-infective agent 
causes diarrhoea, and wherein the microorganism prevents or minimizes diarrhoea 
induced by the anti-infective agent. 

24. (original) The formulation of claim 1 wherein said anti-infective agent is a 
b / road^spectrum 
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